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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE H ' 

Applicants : NALDINI, et al . 

U.S. Serial No. : Not Yet Known, corresponding to 

International Application No. 

PCT/IT04/000227, filed April 21, 2004, 
claiming the benefit of U.S. Serial No. 
60/465,080, filed April 24, 2003 

Filed : Herewith 

For : LENTIVIRAL VECTORS CARRYING SYNTHETIC BI- 

DIRECTIONAL PROMOTERS AND USES THEREOF 



Law Offices of Albert Wai-Kit Chan, LLC 
World Plaza, Suite 604 
141-07 20 th Avenue 
Whitestone, NY 11357 

October 21, 2005 



Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 
Mail Stop Patent Application 

Sir: 



INFORMATION DISCLOSURE STATEMENT 

In accordance with their duty of disclosure under 37 C.F.R. §1.56, 
Applicants would like to direct the Examiner's attention to the 
following references which are listed below and on Forms PTO/SB/08A 
and PTO/SB/08B (which are attached hereto as Exhibit A) , and each 
individual reference further attached as Exhibits 1 through 7 . 



1. PCT International Search Report for NALDINI, et al . , Int'l 
Application No. PCT/IT04/000227 , Filed April 21, 2004, 
Dated October 12, 2004 [Exhibit 1] 

2. YU, et al . , "Lentiviral Vectors with Two Independent 
Internal Promoters Transfer High-Level Expression of 
Multiple Transgenes to Human Hematopoietic Stem-Progenitor 
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Cells", Molecular Therapy, Vol. 7, No. 6, Pages 827-838 
(2003) [Exhibit 2] 

3. FUX, Cornelia and FUSSENEGGER Martin "Bidirectional 
Expression Units Enable Streptogramin-Adjustable Gene 
Expression in Mammalian Cells", Biotechnology and 
Bioengineering, Vol. 83, No. 5, Pages 618-625 (2003) 
[Exhibit 3] 

4. FUX, Cornelia and FUSSENEGGER Martin "Toward Higher Order 
Control Modalities in Mammalian Cells-Independent 
Adjustment of Two Different Gene Activites", Biotechnolo. 
Prog, Vol. 19, Pages 109-120 (2003) [Exhibit 4] 

5. UNSINGER, et al . , "Retroviral Vectors for the Transduction 
of Autoregulated Bidirectional Expression Cassettes", 
Molecular Therapy, Vol. 4, No. 5, Pages 484-489 (2001) 
[Exhibit 5] 

6. UNSINGER, et al . , "Stable and strictly controlled 
expression of LTR- flanked autoregulated expression 
cassettes upon adenoviral transfer", Biochemical and 
Biophysical Research Communications ,Vol. 319, Pages 879- 
887 (2004) [Exhibit 6] 

7. International Publication Number WO 2003/087294 A2 for 
Universitatsklinikum Hamburg - Eppendorf ,. Published April 8, 
2003, "Recombining Viral Vectors for the Tetracycline- 
Regulated Expression of Genes" [Exhibit 7] 
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U.S. Patent No. 6,630,324 Bl for BARSKI, et al . , 
Published October 7, 2 003 . "Aldehyde Reductase 
Bidirectional Promoter and its use" . 
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A copy of the above U.S. Patent is on file at the USPTO; therefore, 
a copy will not be provided. Applicant's attorney's office may be 
contacted in the event that the Examiner would like a copy of the 
reference . 

If a telephone interview would be of assistance in advancing 
prosecution of the subject application, Applicants' undersigned 
attorney invites the Examiner to telephone him at the number 
provided below. 

No fee is deemed necessary in connection with the filing of this 
Information Disclosure Statement. However, if any fee is required, 
authorization is hereby given to charge the amount of any such fee 
to Deposit Account No. 50-1891. 

Respectfully submitted, 

Albert Wai-Kit Chan 

Registration No. 36,479 

Attorney for Applicants 

Law Offices of 

Albert Wai-Kit Chan, LLC 

World Plaza, Suite 604 

141-07 2 0 th Avenue 

Whitestone, New York 113 57 

Tel: (718) 799-1000 

Fax: (718) 357-8615 

E-mail : chank@kitchanlaw . com 
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U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
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USPTO Patent Documents at www.usDto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). 4 For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 6 Applicant is to place a check mark here if English language 
Translation is attached. 

This collection of information is required by 37 CFR 1.97 and 1 .98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments 
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent 
and Trademark Office, U.S. Department of Commerce, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND 
TO: Commissioner for Patents, Washington, DC 20231. 

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2. 



